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For: WATER-IN-OIL EMULSIONS WITH ETHYLENE OXIDE GROUPS, COMPOSITIONS, AND METHODS 

Remarks 

The Office Action mailed 14 July 2003 has been received and reviewed. Claims 
6^ 38^ 40-41, 50-52, 68, 70, 73, and 75 having been amended, the pending claims are claims 1-61 
and 66-75. Claims 62-65 were previously canceled on 7 August 2002. Claims 53-65 and 71-75 
were previously withdrawn from examination, such that claims 1-52 and 66-70 are presently 
under examination. Reconsideration and withdrawal of the rejections are respectfully requested. 

Support for the amendments to claim 6 can be found in the specification at page 
29, line 33, to page 30, lines 1-4. 

Support for the amendments to claims 38-41 can be found in the specification at 
page 22, lines 8-9. 

Information Disclosure Statement 

Applicants' originally submitted Information Disclosure Statements on 27 
February 2002. However, Applicants* Representatives note that copies of these 1449 forms have 
not been retumed with subsequent actions from the U.S. Patent and Trademark Office. Pursuant 
to the provisions of M.P.E.P. §609, Applicants further request that a copy of the 1449 form(s), 
marked as being considered and initialed by the Examiner, be retumed with the next Official 
Conraiunication. 

The 35 U.S.C. §112. Second Paragraph. Reiection 

The Examiner rejected claims 1-52, and 66-70 under 35 U.S.C. §1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which Applicants regard as the invention. Specifically, the Examiner alleged that 
particular phrases were vague and indefinite, as the metes and bounds of these claims are 
unascertainable. This rejection is respectfiilly traversed. 
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The Examiner objected to the language "on average." Applicants respectfully 
submit that the language, "wherein the alkyl group of the alkyl-Y-containing side chain has a 
least 4 carbon atoms on average " (e.g., claim 1) is clear to one of skill in the art. One skilled in 
the art understands that a polymer is made from monomers. The claims recite "a vinyl polymer 
comprising . . . alkyl-Y-containing side chains" (claim 1). That is, a vinyl polymer is derived 
from monomers v^herein the monomers include alkyl-Y-containing side chains. Each monomer 
including an alkyl-Y-containing side chain includes an alkyl group on the side chain. The alkyl 
groups of the side chains of each individual monomer in the polymer may be of varying length, 
but the average number of carbon atoms on the side chain of the monomers that form the 
polymer is at least 4. Additionally, it is known in the art that many such monomers including 
side chains of varying lengths are available commercially as mixtures of compounds that would 
provide an "average number of carbons" or average chain length in the mixture. For example, 
submitted herewdth as.Exhibit A is product information for dimethyldioctadecylammonium 
chloride, which is a "a mixture of dialkyl dimethyl ammonium compounds, with carbon chain 
varying from C14 to CI 8, the CI 6 and CI 8 being the most abundant." Furthermore, a search of 
the U.S. patent database for the language of "carbon atoms on average" or "average chain length" 
in the claims of issued U.S. patents indicates over 300 hits. Thus, this is not an unusual or 
misunderstood term. 

The Examiner objected to the phrase "sparingly soluble." Applicants' 
Representatives respectfiilly direct the Examiner's attention to the specification at page 7, lines 
20-22 where the concept of solubility is discussed. Therein "soluble" vinyl polymers are those 
that form transparent homogenous solutions. This is defined in context with (and in contrast to) 
insoluble and sparingly soluble. Thus, read in context, one of skill in the art would know that 
polymers that are insoluble or sparingly soluble would not form a transparent homogenous 
solution. 
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Further, the Examiner alleged that the phrase "tissue" in claims 38, 40-41, and 68 
is vague and indefinite, as it is unclear whether "tissue" refers to the paper product or to an in 
vivo organ. These claims have been amended to clarify that the invention is directed to 
mammalian tissue. 

Further, the Examiner alleged that claim 6 is vague and indefinite as the claim 
language does not indicate what is the control for the reduction. It is respectfully submitted that 
one of skill in the art would understand the meaning of this claim, particularly in view of the 
discussion in Applicants* specification at page 17, lines 1-14. To clarify this claim, however, 
language from page 17, lines 8-9 has been added. 

Finally, the Examiner alleged that the phrases "mask for the hair" and 
"composition for cushioning sores," in claims 44 and 45 (respectively) are vague and indefinite, 
as they are confusing due to the lack of definition for the phrase and meaning. It is respectfully 
submitted that these terms are well known terms and/or having meaning in the context of their 
use. Hair masks (i.e., hair masques) are used for nourishing and moisturizing hair, particularly 
damaged hair. Compositions for cushioning sores are used to cushion or mitigate further damage 
to sores (e.g., by providing lubricity, barrier, and moisturizing benefits). 

The 35 V.S.C. §103 Reieetion 

The Examiner rejected claims 1-45, 48-52, and 66-71 under 35 U.S.C. §103(a) as 
being unpatentable over Michaels (U.S. Patent No. 5,389,676) in view of Kemstock et al. (U.S. 
Patent No. 4,552,685). The Examiner also rejected claims 46-47 under 35 U.S.C. §1 03(a) as 
being unpatentable over Michaels (U.S. Patent No. 5,389,676) in view of Kemstock et al. (U.S. 
Patent No. 4,552,685) as applied to claims 1-45, 48-52, and 66-70 above, and further in view of 
Omura et al. (U.S. Patent Publication No. 2003/0064046). These rejections are respectfully 
traversed. 

The Examiner cites Michaels for the disclosure of water-in-oil emulsions and 
Kemstock et al. for the disclosure of vinyl polymeric thickeners; however, there is no motivation 
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to combine these disclosures. Although both discuss the use of their compositions as shampoos, 
Michaels discloses both oil-in-water emulsions and water-in-oil emulsions. Furthermore, 
although the copolymeric thickeners of Kemstock et al. are insoluble in an aqueous liquid at a pH 
of less than about 2, there is no teaching or suggestion that such polymers could be used in an 
emulsion (whether it is an oil-in-water or a water-in-oil emulsion). 

Kemstock et al. teach making the copolymeric thickeners in water while they are 
insoluble at low pH values; however, a reasonable interpretation appears that in use they are 
present in a soluble state. To support this interpretation, the Examiner is requested to note that 
the compositions of Kemstock et al. are solutions that are to remain clear after the copolymeric 
thickeners are added (see, e.g., column 4, lines 11-16). The Examiner is further directed to 
column 10, lines 18-24 where Kemstock et al. state: "The pH of the thickened, amphoteric 
surfactant compositions of this invention is suitably any pH at which the copolymer is soluble or 
sufficiently swollen to cause thickening without substantially reducing clarity." Hence, the 
implication is that solutions, as opposed to emulsions, are maintained. 

Finally, with respect to claims 46 and 47, Omura et al. do not provide that which is 
missing from Michaels and Kemstock et al. Withdrawal of these rejections is respectfully 
requested. 

Allegedly Duplicative Claims 

The Examiner mdicated that claims that only differ by the preamble are 
duplicative. Applicants* Representatives respectfully disagree. While certain claims (for 
example, those directed to a drug delivery composition, a moisturizing composition, a personal 
care composition, a mammalian tissue antiseptic, and a water-in-oil emulsion) may have the 
same claimed elements, this does not necessarily mean that they are of the same scope. These 
various types of compositions can have other components that make them different claimable 
subject matter. For example, a dmg delivery composition would not necessarily have the same 
components as would a personal care composition, such as a shampoo, a bubble bath, or a nail 
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polish. Applicants* Representatives respectfully direct the Examiner's attention to MPEP 
§2111 .02 and point out that the preambles of the allegedly duplicative claims are more than 
merely statements of use or purpose. 
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Summary 

It is respectfully submitted that the pending claims 1-61 and 66-75 are in condition for 
allowance and notification to that effect is respectfully requested. The Examiner is invited to contact 
Applicants' Representatives, at the below-listed telephone number, if it is believed that prosecution 
of this application may be assisted thereby. 



Respectfully submitted for 
Deral T. MOSBEY et al. 



By 

Mueting, Raasch & Gebhardt, P.A. 
P.O. Box 581415 
Minneapolis, MN 55458-1415 
Phone: (612) 305-1220 
Facsimileu(612) 305-1228 



Date Ann M. Mueting 

Reg. No. 33,977 




Direct Dial (612)305-1217 



CERTIFICATE UNDER 3 7 CFR S 1 . 1 0 : : 

"Express Mail" mailing label number: EV 073 687 829 US Date of Deposit: October 14. 2003 

I hereby certify that the Transmittal Letter and the paper(s) and/or fee(s), as described hereinabove, are being 
deposited with the United States Postal Service "Express Mail Post Office to Addressee" service under 37 CFR 
§1.10 on the date indicated above and is addressed to the Assistant Commissioner for Patents, P.O. Box 1450, 
Alexandria, VA 22313-1450. 

By: ^e^[h^hr<yskji Name: V X^/]rryj/Jn(HlJj 
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lubstance 



End Point 
Chemical Name 
Common Name 
CAS Number 



IDErmFIERS, PHYSICAL AND CHEMICAL PROPERTIES 
1-Oct8decanamlnlum, N,N-dlmethyl-N-octadecyl-, chloride 
Dimethyldloctadecylammonium chloride 
107-64-2 




Synonyms 



Aliquat 207 
Arosurf TA100 
Arquad 218-100P 
Cedequat TD 75 

DIoctadecyldlmethylammonlum chloride 
Di-n-octadecyldlmethylammonium chloride 

DSDMAC 
Genamin DSAC 

1-Octadecanamlnlum, N,N-dlmethyl-N-octadecyl- 

^hlorlde 

Q-D 86P 

Sokalan9200 

Taioftoc 

Verisott 100 



Ammonium, dimethyldloctadecyl-, chloride 
Arquad 218-100 
Arquad R 40 

Dimethyldlstearylammonium chloride 

DIstearyldlmethylammonlum chloride 

N,N-Dloctadecyl-N,N-dlmethylammonlum 

chloride 

Flotlgam 

KD83 

Praepagen 

Quatemium 5 
Surfroyal DSAC 
Varisoft 100 



Properties & Definitions 

Molecular Formula 
Molecular Weight 
Melting Point 
Boiling Point 
State 
Density 

Vapour Pressure 
Water Solubility 
General Comments 



C38H80N.CI 
586.64 
72-122C 
135C 
Solid 

840 kg/hia (100% pure) 
Low 

1 mgn at 25C 

DSDMAC as isolated substance is not produced or used h a commercial 
range. Due to the use of tallow fatty acids for its manufacture, the product 
consists of a mixture of diaDcyt dhiethyl ammonium compounds, with cartxm 
chain varying from C14 to C18, the C16 and C18 being the most abundant. 



Overall Evaluation 



NEEDS FURTHER WORK 
SIDS INrriAL ASSESSMENT 

DlsterayWimethylammoniwn chloride (DSDMAC) is the major component In the technical product 
cfitaliowdimethylammonium chloride (DHTDMAC). In Germany, rt is used as fabrk; softener, as additive In car 
washing agents and cosmetics, and to activate organic days (lientonites). The use of DHTDMAC has strongly 
diminished in the last years in Germany. 

DSDMAC is not readily biodegradable. Its rerroval In wast water treatment plants (ca. 95%) is mainly due to 
adsorption onto sludg . The most sensitive environmental species to DSDMAC is th algae Selenastrum 
capricomutum: in river water tests, a 5 day-NOEC = 62 ug/L was determ^ed, whrl in laboratoiy water, the 96 
hour-NOEC was 6 ug/L. 

There are Inconsistent information on the volume of DSDMAC used In G rmany. With a worst case volume of 
780 t/y used in fabric softeners, the PEC was estbiDdted to be 4.45 ug/L. Acconfmg to the German producer only 
60 t/V are used in fabric softeners. 



fRPTC Data Profde 



Identifiers, Physical and Chemica! properties 



The substance has low acute oral and denmal toxfcrly. The NOEL for r pealed dose toxicity is 100 mg/kg/day. It 
produced negative results in an Ames test, and an in-vitro chromosomal ab rration test showed no genotoxicity. 
DSDMAC has been detected in drinking water received from bank filtrate and surface water. 



EXPOSURE 
General discussbn 

DSDMAC as an isolated substance is not produced or used in a commercial range. The substance is the major 
component in dihydrogenated talk>w dimethyl amnrwnium chtoride, DHTDMAC. (acronym: ditaltow dimethyl 
ammonium chtoride, DTDMAC. contains some unsaturated bonds in the alkyl chains), whfch consists of a 
mixture of dialkyi dimethyl ammonium compounds with cart)on chain length varying from 012 to 020. The alkyl 
chain length distributton in standard European products (e.g. praepagen WK, genamin DSAO. both containing 
approximately 65% DHTDMAO) is: 

012 max. 2% 

014 1-5% 

016 25-35% 

018 60 - 70% (DSDMAO) 

O20 max. 2% 



ENVIRONMErfTAL EXPOSURE 
DSDMAC is "not readily biodegradable'. 
General 

During production in Germany, 1 50 kg of DSDMAC^ are emitted into the River Alz. 

During use of the fabric softeners, more than 95% of the DHTDMAO adsorit)S uniformly onto ctoth. but it will be 
renxwed during the next wash. The substance fe chemfcally stable under washing conditfons. So the whole 
volume used for softeners (60 and 1380 t/y respectively) will be emitted into the househokJ sewage. The same 
release path has to be expected for additives in cosmettes (50 Uy) and car washing products (107 t/y). 

About 990 t/y are used to activate bentonites. where the natural cations are replaced by DHTDMAO to improve 
the swelling properties. 1/3 of these activated bentonites are used for the f6rmulatk>n of laquers. which are 
especially applied in the automobile industry. These laquers are nonnally applied in spray cabins. In the air 
laquer smog is remaining which is scrubbed with water. The aqueous phase is decanted from the laquer 
coagulate sludge and recirculated. The DHTDMAO adsorbed on the bentonite is partially solubilized by the 
washing water. At certain tin>e however, the washing water has to be renewed and the waste water is released 
into the sewer. 

There is no infomiatton available about releases during the use of activated bentonites as drilling muds in oil 
iTKlustry. 



ENVIRONMENTAL FATE 

There are different estimattons of the "water solubility", the values are m the range from 1 pg/L to 2.5 mg/L The 
"solubility" can be based on dispersion \n water where the substance forms lamellar structures. 

DSDMAO easily fonro complexes with ank)nk:s such as alkylsulphonates or natural humfc ackte. 

No data for the vapour pressure are available. Based on the molecular structure, an extremely tow volatility Is to 
be expected. 

There are no experimental data for tog Pow available. Because DSDMAO is a surface active substance, its 
estimatton is not opportune as no conclustons on BOF or Koc can be drawn. 

In two tests on Lepomis macrochims, after 49 days BOFs of 13 and 32 respectively in the whole body and 94 
and 260 respectively &i the guts were estimated. These values Mtoate that there is a nrKxJerate to high bto- 
accumulatton poterttiat. 

As found in several tests, DSDMAO is not readily btodegradable. A prinnary degradalfon was found after several 
days with an adapted inoculum, but mineralisation is very stow (e.g. 31 .7% after 240 d^s). As shown in river 
water tests, degradatton is occur^ with a half-life in the range of several weeks. 

A large part of removal in waste water treatment plants due to adsorptton onto sludg solkte. In several tests 
IftPTCDataPn^ 



